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Intended Use

Indications for use:

The MyoTrac Infiniti system is indicated for acute and ongoing treatment of stress, urge
or mixed urinary incontinence and where the following results may improve urinary
control: Inhibition of the detruser muscle through reflexive mechanisms, strengthening
of pelvic floor muscle. It is also indicated during incontinence treatment for assessing
EMG activity of the pelvic floor and accessory muscles such as the abdominal or gluteal
muscles.

The MyoTrac infiniti system is also indicated for the ongoing treatment of the following
conditions: Relaxation of Muscle Spasms, Prevention or retardation of disuse atrophy,
increasing local blood circulation, immediate post-surgical stimulation of calf muscles to
prevent venous thrombosis, Maintaining or increasing range of motion and Stroke Rehab
by Muscle re-education. It is also used for Biofeedback, Refaxation & Muscle Re-
Education purposes.
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Performance Data:

Non-clinical tests were performed consisted of verification of the product specification,
system validation, safety and EMC testing. Device equivalency is determined by a direct
comparison of the device functional and hardware specifications of MyoTrac Infiniti
system with the legally marketed predicate devices; Pathways CTS 2000 pelvic floor
training system (K023906), InCare PRS Pelvic Floor Therapy System (K874048), Evadri
Bladder Control System (K050483), K.E.A.T (K002154) and Detrusan 500 incontinence
Therapy System (K994109). Such a comparison table is present in the above section.

Biocompatibility:

The Thought Technology Vaginal EMG Sensor (K932149B), Thought Technology Rectal
EMG Sensor (K9321498B), St-Cloud Vaginal EMG/Stimulator Electrode, St-Cloud Rectal
EMG/Stimulator Electrode, Physiomed Femilex Vaginal EMG/Stimulator Electrode, have
been laboratory tested for the safety of the materials and were found to be safe under
the standard required for each test.

Conclusion:

The MyoTrac Infiniti system is safe and effective for its intended use. The MyoTrac
Infiniti system is substantially equivalent to the predicate devices.

End of 510(k) Summary



Device Name

Trade Name; MyoTrac Infiniti System
Common Name: Non Implanted Electrical Continence Device
Classification Name: 78 KPI, 84HCC

Classil (876.5320, 882.5050 and 890.5850})

Predicate Devices

Trade Name: Pathway CTS 2000 Pelvic Floor Training System
(K023906)

Classification Name: Classil, 78 KPI, 84HCC

Trade Name: InCare PRS Pelvic Floor Therapy System (K974048)

Classification Name: Classll, 78 KPI, 84HCC

Trade Name: K.E.A.T (K0O02154)

Classification Name: Classll, 78 KPI

Trade Name: Evadri Bladder Control System (K050483)

Classification Name: Classll, 78 KPI, 84HCC

Trade Name: Detrusan 500 Incontinence Therapy System (K994109)

Classification Name: Classll, 78 KP|

Description of Device:

The MyoTrac Infiniti device is a non-implanted electrical stimulator for urinary
incontinence, it is intended to re-train the urinary continence mechanisms by way of
electrical stimulation applied to the pelvic floor musculature and surrounding structures.
The device is indicated for treatment of patients with siress incontinence, urge
incontinence or mixed incontinence (a combination of stress and urge incontinence).
The indications for this use and labeling will be a subset of the overall indications for
use. The MyoTrac Infiniti is an efectrical muscle stimulator for contraction of muscles as
well.

The MyoTrac Infiniti is also an electromyography device. It is intended for medical
purposes, such as to monitor and display the bioelectric signals produced by muscles, to
stimulate peripheral nerves and to monitor and display the electrical activity produced by
nerves. The indications for use are muscle re-education, relaxation and EMG
biofeedback.
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

&,
(,,‘"
food and Drug Administeation
9200 Corporate Boutevard

Rockvilie MD 20850
MAR ! 5 2006
Thought Technology, Ltd.
c/o Mr. Robert Mosenkis
President
CITECH
5200 Butler Pike
PLYMOUTH MEETING PA 19462-1298

Re: K053434
Trade/Device Name: MyoTrac Infiniti™ System
Regulation Number: 21 CFR §876.5320
Regulation Name: Non-implanted electrical implanted continence device
Product Code: KPI
Regulation Number: 21 CFR §890.5850
Regulation Name: Powered muscle stimulator
Product Code: IPF
Regulation Number: 21 CFR §882.5050
Regulation Name: Biofeedback device
Product Code: HCC
Regulatory Class: II
Dated: February 27, 2006
Received: February 28, 2000

Dear Mr. Mosenkis:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendmeunts, or to devices that have been
reclassified in accordance with the provisions of the Federat Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class [T (Special Controls) or class IIT (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FIDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance ol a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act er any
Federal statutes and regulations administered by other Federal agencies. You must comply with all the
Act’s requirements, including, but not limited 1o registration and listing (21 CFR Part 807); labeling
(21 CFR Part 801); good manufacturing practice requirements as set forth in the quality systems (Q5)
regulation (21 CFR Part 820); and i applicable, the electronic product radiation control provisions
(Sections 531-542 of the Act): 21 CFR 1600-1050.



This letter will allow you to begin marketing your device as described n your Section 510(k)
premarket notification. The FDA {inding of substantial equivalence of your device to a lepally
marketed predicate device results 10 a classification {or your device and thus, permils your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at onc of the following numbers, based on the rcgulation number at

the top of this letter:

21 CFR 876.xxxx  (Gastroenterology/Renal/Urology) 240-276-0115

21 CFR 884 .xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology) 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). You may obtain other general information on your responsibilitics under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at 1ts toll-free number (800)
638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrhfindusirv/support/indcx.h[mJ.

Sincerely yours,

7’/2((/»1 o j/'@\ g’ku*zj/{o?v

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation,

Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): 9 %:0 52 (113(/

Device Name: MyoTrac Infiniti System

Indications for Use:

The MyoTrac Infiniti system is indicated for acute and ongoing treatment of
stress, urge or mixed urinary incontinence and where the following results may
improve urinary control: Inhibition of the detruser muscle through reflexive
mechanisms, strengthening of pelvic floor muscle. It is also indicated during
incontinence treatment for assessing EMG activity of the pelvic floor and accessory
muscles such as the abdominal or gluteal muscles.

The MyoTrac Infiniti system is also indicated for the ongoing treatment of the
following conditions: Relaxation of Muscle Spasms, Prevention or retardation of
“disuse atrophy, increasing local blood circulation, immediate post-surgical
stimulation of calf muscles to prevent venous thrombosis, Maintaining or increasing
range of motion and Stroke Rehab by Muscle re-education. It is also used for
Biofeedback, Relaxation & Muscle Re-Education purposes.

Prescription Use X__ J 5 Over-The-Counter Use
(Part 21 CI'R 801 Subpart D) fOR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

_ vy, i

{Division Sign-Off) 7 Page  of

Division of Re i i
. productive, Abdomin
and Radiological Devices ol

510(k) Number %&6 3(.{.5 (7/




